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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )0 Responsive to communication(s) filed on 01 February 2007 . 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Ouay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) I3 Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) 1-8 and 14-21 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s)SM3 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) ^ Information Disclosure Statement(s) (PTO/SB/08) 5 > □ Notice of lnformal Patent Application 

Paper No(s)/Mail Date 8/30/04 . 6) □ Other: . 
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Application/Control Number: 1 0/809,600 Page 2 

Art Unit: 1641 

Applicant's election of Group II, claims 9-13, in the paper filed 01 February 2007 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPEP § 818.03(a)). Claims 1-8 and 14-21 are withdrawn from further consideration pursuant 
to 37 CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable generic 
or linking claim. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 9-13 are rejected under 35 U.S.C. § 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 9-13 are method claims and, as such, they should clearly set forth the various 
method steps in a positive, sequential manner using active tense verbs such as mixing, reacting, 
and detecting. The recitation of "using" is not a valid method step. The claims should also 
clearly state each component used in the method and the relationship of the various components. 
Method claims should also conclude with a step relating the method result to the purpose of the 
method, preferably to the purpose as also set forth in the preamble of the claim. In these claims, 
"the presence or absence" and "the reaction" lack antecedent basis. 

In claims 12 and 13, "the solid support" lacks antecedent basis. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 102 that form 
the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless ~ 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 9-13 are rejected under 35 U.S.C. § 102(b) as being clearly anticipated by 
Douillard et al. (Meth. Enz. 92: 168, 1983). 

Douillard et al. teach determination of positive responses for antibody analytes with 
enzyme-linked immunosorbent assays. Negative controls include irrelevant antigens (see e.g. 
pages 169 and 172), a set of unrelated antibodies (see e.g. pages 171-172 and 174), medium 
alone (see e.g. page 174), and buffer alone (see e.g. pages 172 and 174). Positives are those 
wells with values above value(s) in the well(s) chosen as the negative (see e.g. pages 172 and 
174). The reference obtains an arithmetic mean of the values from all the negative controls (see 
e.g. pages 172 and 174) for determinations. 

Claims 9-13 are rejected under 35 U.S.C. § 102(b) as being clearly anticipated by 
Hoffman et al. (US 5,599,543). 

Hoffman et al. teach determination of positive responses for antibody analytes in serum 
samples with enzyme-linked immunosorbent assays. Negative controls include irrelevant 
antigen control wells and/or antigen-free wells, and at least one negative control serum. The 
values from the negative control wells as well those of the negative control sera are subtracted 
from the relevant antigen wells for determinations of positive responses. 
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The prior art made of record and not relied upon is considered pertinent to applicant's 



disclosure. 



Mehta et al. (US 5,753,430) teach the routine nature of comparing sample reactivities of 
antibody analytes to multiple non-specific antigens (see e.g. cols. 8-11 or 15-19 or 24-26). 
Tidey et al. (US 6,046,013) teach determination of anti-HLA responses. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James L. Grun, Ph.D., whose telephone number is (571) 272- 
0821. The examiner can normally be reached on weekdays from 9 a.m. to 5 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le, SPE, can be contacted at (571) 272-0823. 

The phone number for official facsimile transmitted communications to TC 1600, Group 
1640, is (571)273-8300. 

Any inquiry of a general nature or relating to the status of this application, or requests to 
supply missing elements from Office communications, should be directed to the Group 
receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




James L. Grun, Ph.D. 
May 9, 2007 
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